[Assessing the effectiveness of medical devices in patient-oriented surgical research].
Surgery depends on the application of therapeutic procedures that are based on scientific evidence. It legitimises its claim in patient care through operations with proven benefit consisting of cure or improvement of symptoms. Moreover, clinical research and evaluation of surgical technique, strategy and innovation is closely entangled with medical devices. These surgical trials are regulated beyond the German drug and medical devices law, but scientific and ethical rules still follow the principles of clinical epidemiology and evidence-based medicine. Standardisation of surgical and perioperative care is the inevitable prerequisite in clinical trials to define and to evaluate effectiveness of surgical devices. The Study Centre of the German Surgical Society has established an efficient infrastructure for such trials in Germany and is working to refine the scientific methodology in order to improve the current basis of evidence. (As supplied by publisher).